FINAL PRI D LABELI



FINAL PRINTED LABELING HAS NOT BEEN SUBMITTED TO THE FDA

DRAFT LABELING IS NO LONGER BEING SUPPLIED SO AS TO
ENSURE ONLY CORRECT AND CURRENT INFORMATION IS
DISSEMINATED TO THE PUBLIC.



FINAL PRINTED LABELING HAS NOT BEEN SUBMITTED TO THE FDA

DRAFT LABELING IS NO LONGER BEING SUPPLIED SO AS TO
ENSURE ONLY CORRECT AND CURRENT INFORMATION IS
DISSEMINATED TO THE PUBLIC.
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CORE 35395 LABEL

4/C: PMS 197, PMS 294, Cyan. Black
DIMENSIONS: 3 1/8" x 0.8125"

3/4” unvarnish area at left

L-1605

ART IS AT 100%

PHARMACODE#

APPEARS THIS WAY
ON ORIGINAL
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CORE 35304 LABEL

4/C: PMS 197. PMS 294. Cyan, Black
DIMENSIONS: 3 1/8" x 0.8125"

3/47 unvarnish area at left

L-1605

ART IS AT 100%

PHARMACODE#

APPEARS TH!S WAY
ON ORIGINAL



!

s
4
wi
t

7
L)

VORGSR

CORE 35307 LABEL

4/C: PMS 197, PMS 294, Cyan. Black
DIMENSIONS: 3 1/8" x 0.8125"

3/4" unvarnish area at feft

L-1605

ART IS AT 100%

PHARMACODE#

APPEARS THIS WAY
ON ORIGINAL



CORE 35309 LABEL

4/C: PMS 197, PMS 294, Cyan. Black
DIMENSIONS: 3 3/8" x 0.7117

5/8" unvarnish area at left

L-1614

ART IS AT 100%

PHARMACODE#

APPEARS THIS WAY
ON ORIGINAL
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| | Lotemedrol Etabonate . § &?“B A e q Ikx
! i 2mg0.2%), KEEP OUT OF DT 24279 213 24 | l
l INACTIVES REACH OF | BTt genorge
! Glycenn, Povidone, Tyloxapo!, j TYecameSe -
; Edetate Disodiom and Purifred Wates | CHILDREN !
Hydrochlorc Acid and/or Sodim f ; Stenle
Hydroxide may be added to adust the | Storage: | Ophthalmic
pH 105.3-55. The suspension s Store upright ™ Suspension
essentially isotonic with a tonity of between bmajnd etam—]ate
250 t0 310 m{smol/kg e G- TT) &
| PRESERVATIVE ADDED Opfiname Suspenson :
" Benzalkonwm Chiorde 0.01% 0O NOT FREEZE. ‘
| USUAL DOSAGE:
See Package insert 00 NOT USE
SHAKE VIGonoUSLY IMPRINTED WITH
i BEFORE USIN 'Prolec;lve Seal”
! Manufactured by AND YELLOW
1 Bausch & Lomb IS NOT INTACT
i i Pharmaceuticals, inc :
i i Tampa, Flonda 33637 under !
: 1 Agreement with Pharmos Corporation Rx only :
; | US Patent No.4,996 335 !
! i US Patent No 5540930 :
| © Bausch & Lamb Pharmaceutcals, inc.
7 AN
| | aexeas
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Entire carton is coated with varnish except bottom
flap of carton.

CORE 35395

4/C: PMS 197, PMS 294, Cyan. Black
DIMENSIONS: 1 5/8" x 1 116™ x 3 3/8”
L-2004

ART IS AT 100%

PHARMACODE#

SCANNER BAR POSITION:
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— EACH L CONTAINS: FOR OPHTHALMIC | BAUSCH
: i ! USE ONLY. ; - .
; Loteprednol Etabonate N§C ]2.:9?1‘8 . fl‘ lfex
i g KEEP OUT OF IOECren gED0E=
‘ Glycenn, Povidone, Tyioxapol, REACH OF TR SR 1 2%
_: Edetate Disodum and Purded Water | CHILDREN
| Hydrochionc Acd and/or Sodum i Stetle

HY‘“WS S-SMT?\ZM 10 adpst the Storage: &ms;rg!sn';c‘

pH 10 5.3-5.6. The suspensionts ;

cxtemalysooncath3 00y o | e b@predrxdetabonate
| Fooliptipapod BECECTIF. | oeamcsmesn0% |
! . DO NOT FREEZE.
; ; Benzalkorwum Chionde 0.01% !
: | USUAL DOSAGE: ] :
| b [ <
I SHAKE VIGOROUSLY IMPRINTED WITH ‘
. i BEFORE USING. “Protective Seal” ‘%
; Manufactured by AND YELLOW \
! Bausch & Lomb L'\ 15 NOTINTACT
! Pharmaceyticals, Inc. l
| Tampa, Florda 33637 under ;
; Agreement with Pharmas Corporation. | P emly
! i US Patent No 4,996,335
i ] US Patent No. 5,540,930
- ! © Bausch & Lomb Pharmaceutals. Inc i
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Entire carton is coated with varnish except bottom

fiap of carton.

CORE 35304

4/C: PMS 197, PMS 294, Cyan, Black
DIMENSIONS: 1 5/8" x 1 116" x 3 3/8"

L-2004
ART IS AT 100%
PHARMACODE#

SCANNER BAR POSITION:

|

|
_
,



[

7N

T cesmsmmnrgomss |

® Bausch & Lomb Pharmaceutcals. inc.
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EACH E-l CONTAINS: FOR OPHTHALMIC BAUSCH E
IVE USE ONLY. - . - :
Lateprednol Etabonate & L?MB ) P q Ikx
2mg0.2%). KEEP OUT OF NGT 24208 333-02 ‘ .
INACTIVES REACH OF DE0RON ctreE
Glycerin, Povidone, Tylaxapol, e oreTLeYr oA
Edetate Disodum and Purfied Water | CHILDREN , > '
Hydrochlonc Acid and/or Sodum ' N ! Sterile ;
Hydroxde may be added toadpstthe | Storage: L ,’ Ophthaimic X
pHto 5.3|-5,G. The suspension s Store upright . ~ Suspension ]
essentiaily isotonc with a tomcity of i
250 1031 mOsmol/kg Foeos S btegedﬂd elaondte :
PRESERVATIVE ADDED 5e-25° 53771 ophtame supenson 0.2%
Berzatkorwm Chionde 0.01%. 0O NOT FREEZE
See Pastage e DoworusE | <
ackage insert. ! .
s:“s ol y | IF NECKBAND : :
VIGOROUSL * IMPRINTED WITH
BEFORE USING. “Protective Seal” -
| Manutactured by ASN: JTELL$W W I
i Bausch & Lomb Pl INTACTY !
iy ' ‘ |
, Flonda 33637 ;
Agreement with Pharmos Corporation | RX ealy : S5ml (
i US. Patent No 4,996335 , Stemnie 1
US. Patent No 5540,930 thaime !
!
|

CORE 35307

4/C: PMS 197, PMS 294, Cyan, Black
DIMENSIONS: 15/8" x11/16" x 3 38"
L-2004
ART IS AT 100%
PHARMACODE#
SCANNER BAR POSITION:

Entire carton is coated with varnish except bottom
fiap of carton.
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EACH ml CONTAINS: FOR OPHTHALMIC BAUSCH
ACTIVE USE ONLY. b : ‘ . -
Loteprednol Etabonate r? k?:l}% C erx
2mg 02%. KEEP OUT OF A ¢
INACTIVES. REACH OF BRI S e
Glycerin, Povidone, Tyloxapol, T 7%
Edetate (ksodwm and Purrfied Water. CHLDREN :
Hydrochiorc Actd and/or Sodium e ‘ Sterde [
Hvdroggis mgy ]yhee added to adiust the | Sterage: ( %""gﬁ ?
pHto 6. The suspension is ight ‘
essntaly sotcwina iy of | porepen” OEDrednd eiabonete. i
250 1031 mUsmol/kg 15°-25°C (59°~77°F) ophtrami suenson 0.2% |
PRESERVATIVE ADDED: DO NOT FREEZE |
Benzalkomum Chioride 001% . :
USUAL DOSAGE:
See Package insert DO NOT USE
SHAKE VIGOROUSLY IN'l:F'I‘El?I'KEBDAxQI
IN 1T
BEFORE USING. “Protective Seal” .
Manufactured by AND YELLOW o J
Bausch & Lomb 1S NOT INTACT !
F‘havma;geutucals:,’.lnc7 :
i Tampa,. Flonda 33637 undes .
r Agieement with Pharmos Corporation. | R only (
US. Patent No. 4,996,335 |
U.S Patent No. 5,540,930 !
© Bausch & Lomb Pharmaceutcals, inc ‘
T |
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X095546 /
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Entire carton is coated with varnish except bottom

flap of carton.

CORE 35309

4/C: PMS 197 PMS 294. Cyan, Black
DIMENSIONS: 1 58" x 1 1/16" x 3 3/8"

L-2004

ART IS AT 100%
PHARMACODE#

SCANNER BAR POSITION:




